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Services, Lubbock, TX, from March 16
through March 25, 1994. The inspection
also involved a concurrent investigation
which included interviews with
individuals knowledgeable about the
firm’s operations. The inspection and
the investigation documented serious
deviations from the applicable Federal
regulations. Deviations identified in the
inspection included, but were not
limited to, the following: (1) Failure to
collect blood by aseptic methods in a
sterile system to protect against
contamination (21 CFR 640.4(f)), in that:
(a) current and former employees stated
in affidavits that on numerous occasions
employees broke the sterility barrier of
blood containers and drained blood into
vacutainer tubes or biohazard containers
in order to conceal overbleeds, and (b)
employees used an incorrect
phlebotomy technique on numerous
occasions thereby possibly
contaminating the blood collection bags
with room air; (2) failure to maintain
records of donor adverse reaction
reports (21 CFR 606.160(b)(1)(iii)), in
that, on numerous occasions, employees
did not document mild to moderate
donor adverse reactions; (3) failure to
follow standard operating procedures to
adequately determine donor suitability
(21 CFR 606.100(b)(1)), in that
employees stated that: (a) donors were
not always asked screening questions,
such as high risk behavior questions, in
order to expedite the donation process,
(b) donors were sometimes asked if
anything had changed since the last
time they donated instead of being
asked the required acquired immune
deficiency syndrome (AIDS)-related
behavior questions, and (c) individuals
under the influence of alcohol were
accepted as blood donors; and (4) failure
to adequately and promptly notify the
Director, Center for Biologics Evaluation
and Research, of such errors or
accidents in the manufacture of
products that may affect the safety,
purity or potency of any product
pursuant to 21 CFR 600.14, in that, all
known facts of the incidents involving
a phlebotomist who used an incorrect
phlebotomy technique, whereby the
units may have become contaminated
with room air, were not reported to the
agency.

FDA determined that the deviations
from Federal regulations were
significant and constituted a danger to
public health, warranting a suspension
pursuant to 21 CFR 601.6(a). In a letter
to Blood Systems, Inc., United Blood
Services, dated June 6, 1994, FDA
detailed the violations noted earlier in
this document and suspended the firm’s
establishment and product licenses. In

the same letter, FDA acknowledged
receipt of letters dated April 13, April
15, and May 24, 1994, submitted by the
firm in response to the Form FDA–483,
Inspectional Observations, left at the
close of the inspection. FDA concluded
that the firm’s promises of corrective
action were not sufficient based on the
seriousness of the documented
deviations. It was FDA’s view that the
establishment and products failed to
conform to applicable donor protection
standards which are intended to ensure
a continuous and healthy donor
population, as well as standards
designed to ensure the continued safety,
purity, potency, and quality of products
manufactured.

FDA’s letter dated June 6, 1994, also
stated that the agency’s inspection and
investigational findings, including
evidence that records were knowingly
falsified, demonstrated willfulness on
the part of the firm. As a result,
pursuant to 21 CFR 601.5(b) the firm
was not given additional time to achieve
compliance with the regulations. The
same letter provided notice that FDA
intended to initiate proceedings to
revoke U.S. License No. 183–009 and
product licenses issued to Blood
Systems, Inc., United Blood Services
pursuant to 21 CFR 601.5(b) and
provided notice of opportunity for a
hearing pursuant to 21 CFR 12.21(b). In
a letter to FDA dated June 8, 1994,
Blood Systems, Inc., voluntarily
requested that its licenses for the
Lubbock, TX, location be revoked and
thereby waived its opportunity for a
hearing. In a letter to the firm dated July
13, 1994, FDA acknowledged voluntary
revocation of the establishment license
(U.S. License No. 183–009) and the
aforementioned product licenses of
Blood Systems, Inc., United Blood
Services at the Lubbock, TX, location
only. In the July 13, 1994, letter to the
firm, FDA restricted the interstate
distribution of autologous units
currently in inventory except in
documented emergency situations, and
permitted the firm to resume collections
of allogeneic and autologous blood
products intended for distribution
within the State of Texas.

FDA has placed copies of letters
relevant to the license revocations on
file under the docket number found in
brackets in the heading of this
document in the Dockets Management
Branch (HFA–305), Food and Drug
Administration, rm. 1–23, 12420
Parklawn Dr., Rockville, MD 20857.
These documents are available for
public examination in the Dockets
Management Branch (address above)
between 9 a.m. and 4 p.m., Monday
through Friday.

Accordingly, under section 351 of the
Public Health Act (42 U.S.C. 262), 21
CFR 601.5, and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.10) and
redelegated to the Director, Center for
Biologics Evaluation and Research (21
CFR 5.68), the establishment license
(U.S. License No. 183–009) and the
product licenses issued to the Lubbock,
TX, location of Blood Systems, Inc.,
United Blood Services for the
manufacture of Whole Blood, Red Blood
Cells, Plasma, Cryoprecipitated AHF,
Platelets, and Source Leukocytes, were
revoked, effective July 19, 1994.

This notice is issued and published
under 21 CFR 601.8 and under authority
delegated to the Director, Center for
Biologics Evaluation and Research (21
CFR 5.67).

Dated: October 31, 1995.
Michael G. Beatrice,
Deputy Director, Center for Biologics
Evaluation and Research.
[FR Doc. 95–29220 Filed 11–29–95; 8:45 am]
BILLING CODE 4160–01–F

Health Resources and Services
Administration

Advisory Council on Nurses
Education; Notice of Meeting
Cancellation

In Federal Register Document 95–
27189 appearing on page 55720 in the
issue for Tuesday, November 2, 1995,
the December 14–15, 1995, meeting of
the ‘‘National Advisory Council on
Nurse Education and Practice’’ will be
cancelled.

Dated: November 27, 1995.
Jackie E. Baum,
Advisory Committee Management Officer,
HRSA.
[FR Doc. 95–29260 Filed 11–29–95; 8:45 am]
BILLING CODE 4160–15–P

National Institutes of Health

National Institutes of Environmental
Health Sciences; Amended Notice of
Meeting

Notice is hereby given of the
rescheduling of the meeting of the
Environmental Health Sciences Review
Committee, the notice of which was
published in the Federal Register 60 FR
49848 on September 27, 1995. This
meeting could not be convened on
November 16–17 due to the partial
shutdown of the Federal Government. it
is rescheduled for December 3–5 at 6:00
p.m., at the Omni Europa Hotel, Chapel
Hill, NC, and is closed to members of
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the public on the same bases as
provided in the initial notice.

Dated: November 28, 1995.
Susan K. Feldman,
Committee Management Officer, NIH.
[FR Doc. 95–29343 Filed 11–29–95; 8:45 am]
BILLING CODE 4140–01–M

Substance Abuse and Mental Health
Services Administration (SAMHSA)

Cancellation of Receipt Date for
SAMHSA Conference Grant
Applications

AGENCY: Center for Substance Abuse
Prevention and Center for Substance
Abuse Treatment, SAMHSA.
ACTION: Cancellation of January 10, 1996
Application Receipt Date.

SUMMARY: Pending certainty on the
fiscal year 1996 appropriation for
SAMHSA, the Center for Substance
Abuse Prevention (CSAP) and the
Center for Substance Abuse Treatment
(CSAT) are canceling the January 10,
1996, receipt date for applications for
the following grant programs:
CSAP’s Knowledge Dissemination

Conference Grants (CFDA No. 93.174)
CSAT’s Substance Abuse Treatment

Conference Grants (CFDA No. 93.218)
For information regarding future

receipt dates or for programmatic
assistance, potential applicants should
contact the following individuals:
CSAP: Ms. Luisa del Carmen Pollard,

Division of Public Education and
Dissemination, CSAP, Rockwall II
Building, Suite 800, 5600 Fishers
Lane, Rockville, Maryland 20857,
Tele: (301) 443–0377.

CSAT: Ms. Nancy Kilpatrick, Office of
Scientific Analysis and Evaluation,
CSAT, Rockwall II Building, Suite
840, 5600 Fishers Lane, Rockville,
Maryland 20857, Tele: (301) 443–
8831.
Dated: November 24, 1995.

Richard Kopanda,
Acting Executive Officer, SAMHSA.
[FR Doc. 95–29261 Filed 11–30–95; 8:45 am]
BILLING CODE 4162–20–P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of the Assistant Secretary for
Housing

[Docket No. FR–3917–N–30]

Notice of Proposed Information
Collection for Public Comment

AGENCY: Office of the Assistant
Secretary for Housing, HUD.

ACTION: Notice.

SUMMARY: The proposed information
collection requirement described below
will be submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The Department is
soliciting public comments on the
subject proposal.
DATES: Comments due date: January 29,
1996.
ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name and/or OMB
Control Number and should be sent to:
Oliver Walker, Housing, Department of
Housing and Urban Development, 451—
7th Street, SW., Room 9116,
Washington, DC 20410.
FOR FURTHER INFORMATION CONTACT:
Barbara D. Hunter, Telephone number
(202) 708–3944 (this is not a toll-free
number) for copies of the proposed
forms and other available documents.
SUPPLEMENTARY INFORMATION: The
Department will submit the proposed
information collection to OMB for
review, as required by the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35, as amended).

The Notice is soliciting comments
from members of the public and
affecting agencies concerning the
proposed collection of information to:
(1) Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information will have
practical utility; (2) Evaluate the
accuracy of the agency’s estimate of the
burden of the proposed collection of
information; (3) Enhance the quality,
utility, and clarity of the information to
be collected; and (4) Minimize the
burden of the collection of information
on those who are to respond; including
through the use of appropriate
automated collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses.

This Notice also lists the following
information:
Title of Proposal:

Section 8 Housing Assistance
Payments Program, Additional
Assistance Payments

Projects with HUD-held Mortgages 24
CFR Part 886, Subpart A, Housing
Assistance Payment (HAP)

OMB Control Number: 2502–0407.
Description of the need for the

information and proposed use: The
Section 8 Housing Assistance Program,
Part 886, Subpart A (Loan Management

Set-Aside Special Allocations),
authorized the use of Section 8
assistance in existing multifamily
projects with HUD-insured or HUD-held
mortgages, including Section 202
projects (except those receiving
assistance under 24 CFR part 885) and
projects sold by the Department subject
to purchase money mortgages. The form
HUD–52537, Section 8 HAP Contract
(Part I), provides the administrative
mechanism to obligate the necessary
funds for the financially troubled
projects aided under this regulation, a
copy of which is attached.

It is also necessary to collect
application information using the form
HUD–52530 for the Department to
evaluate applications for Section 8 Loan
Management Set-Aside (LMSA)
assistance.

Agency form numbers: HUD 52530
and 52537.

Members of affected public:
Individuals, households and State/Local
Government and Non-Profit Institutions.

An estimation of the total numbers of
hours needed to prepare the information
collection is 22,642, the number of
respondents is 3,126, frequency of
response is 1, and the hours of response
is 7,243.

Status of the proposed information
collection: Extension with change.

Authority: Section 3506 of the Paperwork
Reduction Act of 1995, 44 U.S.C. Chapter 35,
as amended.

Dated: November 7, 1995.
Nicolas P. Retsinas,
A/S Secretary for Housing—Federal Housing
Commissioner.
[FR Doc. 95–29232 Filed 11–29–95; 8:45 am]
BILLING CODE 4210–27–M

Office of the Assistant Secretary for
Housing-Federal Housing
Commissioner

[Docket No. FR–3917–N–31]

Notice of Proposed Information
Collection for Public Comment

AGENCY: Office of the Assistant
Secretary for Housing-Federal Housing
Commissioner, HUD.
ACTION: Notice.

SUMMARY: The proposed information
collection requirement described below
will be submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The Department is
soliciting public comments on the
subject proposal.
DATES: Comments due: January 29,
1996.
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